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Art Unit: 3763 

DETAILED ACTION 
Claim Objections 

Claim 10 is objected to because of the following informalities: The term 
"member" should be changed to "chamber". In claim 9, the chamber was recited as 
having an hourglass shape. This claim was examined with the assumption that the 
"chamber" and the "member" were referencing the same structure. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, and 8-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schwartz et al. (5,895,376). 

Schwartz et al. clearly discloses two embodiments of a hemostasis valve that 
include all of the limitations as recited in claim 1. See Figures 1 and 2 and the 
respective portions of the specification. The first embodiment is illustrated in Figure 1 
and the second embodiment is illustrated in Figure 2. Schwartz et al. discloses a 
hemostasis valve that has a valve body (12) that has a proximal end (14) and disial end 
(16) that connect to other medical devices. The valve body has a first elongated 
chamber defined by the portion of element (20) that extends from element (44) to 
element (22) in Figure 1 . The first elongated chamber has a lumen that receives 
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medical instrument (19). A collapsible member (22) defines the first elongated 
chamber. The valve body has a second elongated chamber (30) that surrounds the first 
elongated body and has a greater volume than the first elongated chamber. The 
hemostasis valve has a pressure application system that consists of elements (40) and 
(41). The movable member (41) rotates within the second chamber (30) and increases 
the pressure on collapsible member (22), which in turn seals around the medical 
instrument (19). 

The second embodiment as seen in Figure 2 also includes all of the limitations as 
recited in claim 1. The valve body (12) has a proximal (14) and a distal (16) end for 
connecting to other medical devices. A first elongated chamber is defined as the 
portion of element (20) that lies between the proximal and distal ends of element (61) as 
seen in Figure 2. A collapsible member (22) surrounds the first elongate chamber. A 
second elongated chamber (30) surrounds the first elongated chamber and has a 
greater volume than the first elongated chamber. The hemostasis valve of the second 
embodiment also has a pressure application system made up of elements (60) and (62). 
The moveable member (61) squeezes the second chamber (30) to increase the 
pressure within the chamber and as a result the collapsible member (22) seals around 
the medical instrument (19). 

In regards to claim 2, Schwartz et al. discloses an embodiment of a hemostasis 
valve that includes all of the limitations as recited in claim 1 wherein the moveable 
member (61) of the second embodiment is a plunger that moves relative to the valve 
body (12) to reduce the volume of the second chamber (30). Element (61) meets the 
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broadest possible interpretation of a plunger which is "a sliding reciprocating piece 
driven by or against fluid pressure". Element (61) slides past element (57) and moves 
against the fluid pressure from the second chamber (30). 

In regards to claim 3, Schwartz et al. discloses an embodiment of a hemostasis 
valve that includes all of the limitations as recited in claim 2 wherein the longitudinal axis 
of the plunger (61) in Figure 2 extends parallel with the axis of the valve body (12). 

In regards to claim 8, Schwartz et al. discloses an embodiment of a hemostasis 
valve that includes all of the limitations as recited in claim 1 wherein an infinite amount 
of pressure adjustments can be made to the second elongated chamber (30) of the first 
embodiment. The pressure is adjusted by twisting the handle (40) and there are an 
infinite number of twists that can be applied to the handle. 

In regards to claim 9, Schwartz et al. discloses an embodiment of a hemostasis 
valve that includes all of the limitations as recited in claim 1 wherein the second 
elongated chamber (30) in the second embodiment as seen in Figure 2 has a 
substantially hour glass shape. 

In regards to claim 10, Schwartz et al. discloses an embodiment of a hemostasis 
valve that includes all of the limitations as recited in claim 9 wherein the valve body (12) 
of the second embodiment has a housing (54) that forms a seal with the first and 
second bulbous sections of the elongated chamber (30). See Figure 2. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Catlin 
(5,195,980). 
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Catlin discloses a hemostasis valve that includes all of the limitations as recited 
in claim 1. See Figures 1-4 and the respective portions of the specification. Catlin 
discloses a hemostasis valve that comprises a valve body (36) that has proximal and 
distal ends for connecting to other medical devices. The valve body (36) has a first 
chamber defined by the area enclosed by a collapsible member (42) and element (40). 
The second elongated chamber is defined as the area within the valve body (36), which 
extends around the first chamber and has a greater volume than the first chamber. The 
hemostasis valve also includes a pressure application system that comprises a 
moveable member (50) that moves within the second chamber. The moveable member 
(50) increases the pressure inside the second chamber and causes the collapsible 
member (42) to seal around the received medical instrument. 

In regards to claim 2, Catlin discloses a hemostasis valve that includes all of the 
limitations as recited in claim 1 wherein the moveable member (50) is a plunger. 

In regards to claim 3, Catlin discloses a hemostasis valve that includes all of the 
limitations as recited in claim 2 wherein the longitudinal axis of plunger (50) is 
substantially parallel to the longitudinal axis of the valve body (36). 

Claims 1 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mollenauer etal. (5,514,109). 

Mollenauer et al. discloses a hemostasis valve that includes all of the limitations 
as recited in claim 1. See Figures 7 and 8 and the respective portions of the 
specification. Mollenauer discloses a hemostasis valve with a valve body (100) that has 
proximal and distal ends to connect to medical devices. The valve body has a first 
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elongated chamber defined by the area enclosed by the collapsible member (106) and 
the extension sleeve (140). The valve has a second elongated chamber defined as the 
area between the valve body (100) and the first elongated chamber. The valve also has 
a pressure application system comprising a moveable member defined as elements 
(111,115, and 1 1 0) that moves within the second elongated chamber and increases the 
pressure in the first elongated chamber and causes the collapsible member (106) to 
seal around the medical device (C). See Figure 8. 

Mollenauer et al. discloses a method of sealing a hemostasis valve about a 
medical instrument that includes all of the limitations as recited in claim 11. The 
inherent use of the valve disclosed by Mollenauer et al. meets the steps disclosed in 
claim 1 1 . A medical instrument (C) is positioned within the first chamber (defined 
above) of the valve body (100) of the hemostasis valve. A pressure-increasing element 
(111,115, and 1 1 0) is advanced within the second chamber of the valve body and the 
collapsible member (106) seals around the catheter. This method is illustrated in 
Figures 7 and 8. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 5-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Catlin (5,195,980) in view of Appling etal. (5,267,979). 

Catlin discloses a hemostasis valve that includes all of the limitations as recited 
in claim 1 wherein the moveable member (50) has a housing defined as the inner 
surface of element (36). Catlin does not teach to include a sealing member to the 
moveable member (50) to provide a seal between the moveable member (50) and the 
housing (inner surface of element 36). 

Appling et al. discloses a catheter with a valve assembly attached to the proximal 
end. See Figure 8 and the respective portions of the specification. The valve assembly 
has a moveable member with an O-ring secured around it, which cooperates with the 
inner surface of the valve housing (108). Appling et al. teaches that the O-ring is used 
to provide a seal to prevent proximal fluid flow. 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include an O-ring, as disclosed by Appling et al., to the 
moveable member (50) as disclosed by Catlin to prevent fluid flow out of the hemostasis 
valve. 
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Claim 6 is rejected under 35 U.S.C; 103(a) as being unpatentable over Catlin in 
view of Appling et al. as discussed above. 

Catlin further discloses a moveable member (50) with an internal lumen that 
receives elongated member (52), which is able to carry a catheter (30). The internal 
lumen of element (52) provides a fluid tight seal when the distal portion (30a) of the 
catheter is passed through the lumen. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Catlin in 
view of Appling et al as discussed above. 

Catlin further discloses an elongated member (52) that has an internal lumen that 
is aligned with the first chamber (defined above). 

Allowable Subject Matter 

Claim 4 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Conclusion 

The prior art made of record and not relied upon Is considered pertinent to 

applicant's disclosure. 

US 4723550 A to Bales 
US 4726374 A to Bales 
US 4886507 A to Patton 
US 5242432 A to DeFrank 
US 533831 3 A to Mollenauer 
US 5338314 A to Ryan 
US 5395352 A to Penny 
US 5429609 A to Yoon 
US 5460616 A to Weinstein 
US 5474536 A to Bonaldo 



Application/Control Number: 10/717,368 
Art Unit: 3763 
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US 5599327 A to Sugahara 
US 5782817 A to Franzel 
US 59351 12 A to Stevens 
US 6221057 B1 to Schwartz 
US 6402723 B1 to Lampropoulos 
US 6575960 B2 to Becker 
US 6887220 B2 to Hogendijk 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Stigell whose telephone number is 571- 
272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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